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40 (aT) cfirm 29 - 1-2001 1 Ph^ih, 1945 ^ 1 - 5-1979 ^ 

^ 19407 ; 11 ^Rtl-61) 1^ 2005^^1^: 
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ir-^A32 20-1-2005 • ^ , 

79 (3T)cnfN 14-2-2005 

174 («r) cnfN 16-3-2005 

431 (3T)(TRhl 30-6-2005 

MINISTRY OF HEALTH AND FAMILY WELFARE 
(Department of Health) 

NonncAHON 

New Delhi, the 21 st Decemba, 2005 

4(E). —Whereas a draft of certain rules furth^to amend the Drugs and Cosmetics Rules, 1945 was published, 
ections 12 and 33 of the Drugs and Cosmetics Act, 1940 (23 of 1940), in the Gazette of India, Extraoidinar>’, 

3, sub-section (i), dated the 13 th December, 2004, und^the notification of the Government of India in the 
th and Family Welfare (Department of Health), numba GSR 808(E), dated the 13 th December,. 2004, inviting 
juggestions from all persons likely to be affected thereby, before the expiry of a period of forty five days 
i which copies of the Official Gazette containing the said notification were made available to the public; 

eas copies of the said Gazettee were made available to the public on 14-12-2004; 

•eas, objections and suggestions received from the public on the said draft rules have been considered by 
emment; 

efore, in exercise of the powers conferred by Sections 12 and 33 of the said Act, the Central Government, 
in with Drugs Technical Advisory Board, hereby makes the following rules further to amend the Drugs and 
5 ,1945, namely 

hese rules may be called tlie Drugs and Cosmetics (7th Amendment) Rules, 2005. 
tiey shall coihe into force on the date of theirpublication in Official Gazettee. 

: Drugs and Cosmetics Rules, 1945, in Schedule K, after Serial Number 3 3 and the entries relating thereto, the 
?e inserted, namely;— 

Class of; 

)rugs Extent and Conditions of the exemption 

‘ "(34) R 

p] 

pi 

fc 

oduction of Oxygen 93 per cent USP, The provisions of Chapter IV of the. Act and the Rules made 

oduced from air by the molecular siev e thereunder which require them to be covered by manufacturing 

ocess, by a hospital or Medical Institute licence under the rules, provided that tlie production facilities 
r their captive consumption. shall be open to inspection by an Inspector appointed mider 

the Act, who can, if necessary, take samples for test”. 
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[F. No. X-]. 1014/4/2003-DMS & PFA] 
RITATEAOTIA, Jt. Secy. 

Tie Principal Rules were published in the Official Gazette vide notification No. F. 28-T0/45-H(l) dated 
-12-1945 and last amended vide GSR 40(E) dated 29-1-2001. TTie Drugs and Cosmetics Rules, 1945 as' 
Tended i^ito 1-5-1979 is contained in the publication of the Ministry of Health & Fantily W elfare (Dq^artmenl 
Health) containiiig the Drugs and Cosmetics Act, 1940 (PDGHS-61), In the year 2005 these rules have been 
Tended by the following numbers:— 

) GSR 32(E) dated20-1-2005. 

) GSR 35 (E)dated20-1-2005. 

) GSR79(E) dated 14-2-2005. 

) GSR 174(E) dated 16-3-2005 
) GSR431(E)dated30-6-2005. 
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